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Deaf Commissioner, 

asweksitsusein 

ferilsbst;art~n2=3weelfs,Enthetwo~~caegs,theHlieofgrs~may~~beindangerfnrm~~alor 
potential loss of bbod, so the risk may be warranbd. We  abo mn ize the right to BiTrfy pregnancy termination. 

s~,werequest wm-afdntg 
manufkturerofthe product included a “Btack tbf warning 
its~~use.OnAwgust23,2000,the~~y~kan~~s~gersdepandissueda~tsentto200,000 
health care providers throughout the U.S. We  quote from tMs stabmeN: 

‘The uteroto& effbct of Cytotec is an inhmt proper@ of prustagkandin El (PM), ofwhii C isastabIe,ora6ly 
active, an .Searbhasbecomeawareofsomeinstances cytO4sc,~of~approvedindication,was.ursedas 
a cervical ripening ageM prior to termination of pregnancy, or br induction of labor, in spite of the specific contraindiitbns 
to its use during pregnancy. 

onMay31,2o1M,tiAmerican of iansandG a~~~ncedthattheFDAhadannouncedon 
April 17,2002, a ~~isii in be drug IabeMg of Pharmacia’s drug, Cytuk The labss change w the 
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*  P a g ? 2 o f4  

u s m fcytotecby f&ew i i  r i pen ing  to  i nduce  fabo r  a n d  ‘r emoved  th e  p rev ious  
icM o n fo ruse inp regnan twom8nl io r th iqwpose.@  

S e a fle B t boonsu~v i a~w lebs i 8e .Theybo thd ied~o ftheamn io l tic~ ~ th a t 
he r seconddoseo f ~ D e w m b e r 2 7 ,2 O O l.fh a tisafact.lfher 

a t he r  o ffice rece ived  from  G .D. S e a & , she  
wou l dneve rhave~~ t3Fedn rg .B u th e r ~ a n ~ n a tBosha re~ i n fwma tOonw21hhe t. 

th e  m e  
*air  
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a fte r  2  m i l l ion w o m e n  

y, m iscar r iage a n d  
ou id  n o t b e  lost to  th e  cun?en t staff o f th e  F D A  a n d  th e  gene ra tio n  o f chadbea r i ng  w o m e n  a n d  the i r  

bsi i  instnrds p e t& tws to  inc lude  M o m & ion  ‘known  to  th e  p e titione r  th a t m a y  b e  u n favo rab Ie  to  th e  p e t& r&s  
“A ccord ingly :  

2 . The  sa fe  use  o f Cy Io tec  fos  i nduc tio n  is ques tionab l e  because  the re  have  a n d  
d o c u m e n ~ t r i a l son~~bBes tits~~whenusedb i nduce l abo r . 

3 . W o m e n  have  b e a n  ta u g h t to  d e m a n d  Cy to tec , unawa re  o f its adve r se~e ff6c ts. 
4 . Cy to tec  is easy  to  ac fm @ s W . 
5 . Cy to tec  a lknws phys ic ians  a n d  w o m e n  mo r r ! con trol ove r  th e  tim e  o f bii. 

TheFDAhasanevenmo re impo r ta n t rde inp lay than i t~beara theU.S.wereacoun t r ) rw i th~dabonmatemal  
ity r epo r tin g . The  th a t 
1  
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1 . M a b m a l  m o r tal i i  -  Un ibd  S tabs , W & Z - 1 9 9 6 . The  A 4 M W y  M C ! Ib b & # y  W b # y  R e p &  1 9 9 8 ; 4 7 :3 4 ,705 -7 . 

2 . M a te rna l  rno rW ty r$ tegross ly  unde res tim a te d , O h G yn  E lews, Janua ry  1 1 ,2 0 0 0 . 

3 . A trash H K , A texande r  S , a n d  B e r g  CJ . M a te rna l  m o r tality in  deve l oped  coun tries: n o t just a  m  o f th e  pas t, 

&  G yneco fogy  1 9 9 !5 ;8 6 :700 -5  

5 . P regnancy - re la te d  d e a ths : mov i ng  in  th e  w rong  d i r& ion , O B G  Mer ru i l gemn t, Janua ry  1 9 9 8 . 

6 . M a te rna l  m o r tali i: n o  imp rovemen t s ince 1 9 6 2 . A C O G  Today , A u g u s t 1 9 9 9 . 

7 . hk te m a l  m o r tall l: a n  unsobed  p r ob l em . C & w q w w y  O b G p , S e p b m b e r  1 9 9 9 . 

8 . M cCar thy  6 . U S  m a te rna l  d e a th  ra tes  a re  o n  th e  r ise. The  & N W , 1 9 B ; 346 - 394 . 
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87 HAMILTON PLACE 
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(510) 268-0446 OAKLAND, CA 94612 

FAX: (510) 268-1983 

SWY QF FDA PETITION 

The Tatia Oden French Memorial Foundation is petitioning the FDA to establish better 
regulations of CYTOTEC. Specifically, we want the FDA to let the public know ALL the 
side effects of Cytotec when used to induce labor, upto and including maternal and infant 
death. 

The FDA is supposed to be an early warning system for the public regarding drugs. This petition asks them 
to fulfill that responsibility. 

Please help us in this effort by signing. 

Thank you. 


